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The audit took place in Spain from March 3 through April 7. 2004. 

An opening meeting was held on March 3, 2004, in Madrid with the Central Competent 
Authority (CCA). At this meeting, the auditor confirmed the objective and scope of the 
audit, the auditor's itinerary, and requested additional information needed to complete the 
audit of Spain's meat inspection system. 

The auditor was accompanied during the entire audit by representatives from the CCA, 
the Ministerio de Sanidad y Consumo (MSC) and representatives from the local 
inspection offices. 

2. OBJECTIVE OF THE AUDIT 

This was a routine annual audit. The objective of the audit was to evaluate the 
performance of the CCA with respect to controls over the slaughter and processing 
establishments certified by the CCA as eligible to export meat products to the United 
States. 

In pursuit of the objective, the following sites were visited: the headquarters of the CCA, 
one autonomous district inspection office, one residue and one microbiology government 
laboratory performing analytical testing on United States-destined product, and four meat 
processing establishments. 

Competent Authority Visits Comments 

Competent Authority Central 1 
Regional 2 
Offices 
Autonomous 2 
Province 
Local 6 Establishment level 

Laboratories 2 
Meat Slaughter Establishments 0 
Meat Processinrr Establishments 6 
Cold Storage Facilities 1 0 

3. PROTOCOL 

This on-site audit was conducted in four parts. One part involved visits with CCA 
officials to discuss oversight programs and practices, including enforcement activities. 
The second part involved on-site visits to six processing establishments. The third part 
involved visits to two government laboratories: the Centro ru'acional de Alimentacion 
(National Food Center) in Majadahonda (Agencia Espanola de Seguridad Alimentaria -
AESA. (also a reference laboratory) and Red de Laboratorios de Salud Publica (Public 
Health Laboratory Yetwork) in Valencia. The National Food Center was conducting 



analyses of field samples for the presence of generic E. coli and Listerin monocytogenes 
for the establishments certified to export product to the United States. At the time of this 
audit. the Public Health Laboratory Netmork was not conducting analq-tical testing of pork 
products destined for the United States. 

Program effectiveness determinations of Spain's inspection system focused on five areas 
of risk: (1) sanitation controls. including the implementation and operation of Sanitation 
Standard Operating Procedures. (2) animal disease controls. (3) slaughter/processing 
controls. including the implementation and operation of HACCP programs. (4) residue 
controls, and (5) enforcement controls. Spain's inspection system was assessed by 
evaluating these five risk areas. 

During all on-site establishment visits. the auditor evaluated the nature, extent and degree 
to which findings impacted on food safety and public health. The auditor also assessed 
how inspection services are carried out by Spain and also determined if establishment and 
inspection system controls were in place to ensure the production of meat products that 
are safe, unadulterated and properly labeled. 

During the opening meeting. the auditor explained to the CCA that their inspection 
system would be audited in accordance with three areas of focus. First. under provisions 
of the European CommunityAJnited States Veterinary Equivalence Agreement (VEA), 
the FSIS auditor would audit the meat inspection system against European Commission 
Directive 641433lEEC of June 1964; European Commission Directive 96122lEC of April 
1996; and European Commission Directive 96/23/EC of April 1996. These directives 
have been declared equivalent under the VEA. 

Second, in areas not covered by these directives, the auditor would audit against FSIS 
requirements. These include daily inspection in all certified establishments. handling and 
disposal of inedible and condemned materials. species-verification testing, and FSIS 
requirements for HACCP, SSOP, testing for Listerin monocytogenes, and E. coli 
01 57:H7. 

Third, the auditor would audit against any equivalence determinations that have been 
made by FSIS for Spain under provisions of the SanitaryIPhytosanitary Agreement. 

4. LEGAL BASIS FOR THE AUDIT 

The audit was undertaken under the specific provisions of United States laws and 
regulations, in particular: 

The Federal Meat Inspection Act (21 U.S.C. 601 et seq.). 

The Federal Meat Inspection Regulations (9 CFR Parts 301 to end). which include the 
Pathogen ReductionIHACCP regulations. 



In addition. compliance with the follo\\ing European Cornmunit> Directives was also 
assessed: 

Council Directive 641433lEEC. of June 1964. entitled "Health Problems -4ffecting 
Intra-Community Trade in Fresh Meat" 
Council Directive 96123lEC. of 29 April 1996. entitled "Measures to Monitor Certain 
Substances and Residues Thereof in Live Animals and Animal Products" 
Council Directive 96/221EC, of 29 April 1996. entitled "Prohibition on the Use in 
Stockfarming of Certain Substances Having a Hormonal or Thyrostatic Action and of 
B-agonists" 

5 .  SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on FSIS' website at the following address: 
http://199.140.65.44/regulations_&golicies/Foreign - Audit - Reports/index.asp 

The last two audits of Spain's inspection system resulted in the following deficiencies. 

During the December 2001 FSIS audit of Spain's meat inspection system, the following 
deficiencies were identified: 

In two establishments, no hand washing facilities were available where exposed 
product was handled. 

Personnel hygiene deficiencies of workers were observed in one establishment. 

Unmarked chemicals were found in the production areas of two establishments. 

All deficiencies noted during the December 2001 audit had been addressed and corrected. 

During the MayIJune 2003 FSIS audit of Spain's meat inspection system, the following 
deficiencies were identified: 

In one establishment, a ham was observed contacting the floor of a drying room 
Rusty ceiling protectors were observed in the slicing room of one establishment and, 
in another establishment, plastic boxes used for edible and inedible product were 
being used indiscriminately. In both cases, requirements of EC Directive 641433 were 
not fully met. 

6.1 Legislation 

The auditor was informed that the relevant EC Directives, determined equivalent under 
the VEA. had been transposed into Spain's legislation. 



6.2 Government Oversight 

The CCA has the organizational structure and staffing to ensure uniform implementation 
of C.S. requirements. 

6.2.1 CCA Control Systems 

The CCA has jurisdiction or direct authority over the 19 Autonomous Regions (ARs), 17 
in mainland Spain and tkvo more in North Africa (Ceuta and Melilla). 

Some of these Autonomous Regions may have several Provinces. For examples. two of 
the establishments (Ests. 13 and 14) certified for U.S. export were in the Castilla La 
Mancha AR; one (Est. 16) was in the La Rioja AR. and one (Est. 20) was in the AR of 
Valencia. 

Each Autonomous Health Administration of the autonomous communities has three 
administrative levels; Central Autonomous Administration, Province Autonomous 
Administration and Local Autonomous Administration, which is performing 
slaughterhouse and processing establishment inspection. 

6.2.2 Ultimate Control and Supervision 

Control and supervision of inspectors in certified establishments at Autonomous Regional 
and Local levels did not meet the FSIS requirements. Daily coverage was not being 
provided in three establishments. 

6.2.3 Assignment of Competent, Qualified Inspectors. 

In three out of six establishments, daily inspection coverage was not being provided. 
Inspectors visit these establishments from 1-3 days per week and no inspection coverage 
was provided on the daily night shift of a two-shift establishment 

All veterinarians and inspection officials were full time employees of the government. 

6.2.4 Authority and Responsibility to Enforce the Laws 

The CCA was created by the Law 1 112001 and is assigned to the Ministry of Health and 
Consumer Affairs. The main objectives of the CCA are as follows: 

1. Promote collaboration and coordination among public administrations in 
charge of food safety. 

2. Favor collaboration between public administrations and the various interested 
sectors. 

3. Act as a national reference organization with relation to food risk assessment, 
management and communication, particularly in crisis and emergency 
situations. 



Its functions include: 

- Coordinate administrative action. 
- Program and coordinate actions related to the health aspects of the official 

food control. 
- Urge the relevant authorities to take measures and prepare norms, particularly 

in crisis and emergency situations. 
- Inform on the Spanish position with relation to food safety matters. and 

support it in front of the European Union and International organizations. 
- Prepare the general action plan in food crisis and emergency situations. 
- Coordinate the operation of the existing alert networks and their integration 

into the Community and International alert systems. 
- Promote the simplification and harmonization of food safety legislation. 

FSIS requirements were enforced on the days of inspector's visit. However, there was no 
enforcement by the CCA on other days and on the night shift of one establishment. 

Inspectors were not aware of the FSIS requirements relating to Listeria monocytogenes 
testing for ready to eat products 

6.2.5 Adequate Administrative and Technical Support 

The CCA, through the Local and Autonomous Regional Offices: has the ability to support 
a third-party audit. 

6.3 Headquarters Audit 

The auditor conducted a review of inspection system documents at the Headquarters. 
Autonomous Regional and Local offices. and in the inspection offices at the audited 
establishments. The records review focused primarily on food safety hazards and 
included the following: 

Internal review reports. 
Supervisory visits to establishments that were certified to export to the U.S. 
Training records for inspectors and laboratory personnel. 
Label approval records such as generic labels. and animal raising claims. 
Sampling and laboratory analyses for residues. 
Sanitation, and processing inspection procedures and standards. 
Export product inspection and control including export certificates. 

The CCA was not aware of the FSIS requirements for Listeria monocytogenes testing for 
ready to eat products. 



7. ESTABLISHMENT AUDITS 

The FSIS auditor visited a total of six processing establishments. None of the six 
establishments were delisted bq Spain. Four of the six establishments received a Notice 
of Intent to Delist (XOID). 

8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

During laboratory audits, emphasis is placed on the application of procedures and 
standards that are equivalent to United States requirements. 

Residue laboratory audits focus on sample handling. sampling frequency, timely analysis 
data reporting. analytical methodologies. tissue matrices, equipment operation and 
printouts, detection levels. recovery frequency, percent recoveries, intra-laboratory check 
samples, and quality assurance programs. including standards books and corrective 
actions. 

Microbiology laboratov audits focus on analyst qualifications, sample receipt, timely 
analysis, analytical methodologies, analytical controls, recording and reporting of results. 
and check samples. If private laboratories are used to test United States samples, the 
auditor evaluates compliance with the criteria established for the use of private 
laboratories under the FSIS Pathogen ReductiordHACCP requirements. 

The following government laboratories were audited: 

The Centro Nacional de Alimentacion laboratorq. in Majadahonda (Agencia Espanola de 
Seguridad Alimentaria-AESA) and the Red de Laboratorios de Salud Publica in Valencia. 

No concerns arose as a result of these visits. 

9. SANITATION CONTROLS 

As stated earlier, the FSIS auditor focuses on five areas of risk to assess an exporting 
country's meat inspection system. The first of these risk areas that the FSIS auditor 
reviewed was Sanitation Controls. 

Based on the on-site audits of establishments. and except as noted below, Spain's 
inspection system had controls in place for SSOP programs, all aspects of facility and 
equipment sanitation, the prevention of actual or potential instances of product cross- 
contamination, good personal hygiene practices, and good product handling and storage 
practices. 

In addition, and except as noted below. Spain inspection system had controls in place for 
light. ventilation. plumbing and sewage, water supply. dressing rooms/lavatories. 
equipment and utensils. sanital?; operations. employee hygiene, and condemned product 
control. 



In one establishment, a frayed ham transportation belt was observed. 

9.1 SSOP 

Each establishment was evaluated to determine if the basic FSIS regulatoq requirements 
for SSOPs were met. according to the criteria employed in the U.S. domestic inspection 
program. The SSOPs in all six establishments were found to meet the basic FSIS 
regulatory requirements. 

9.2 EC Directive 641433 

In one establishment. all provisions of EC Directive 641433 were not effectively 
implemented. The specific deficiencies are noted in the attached individual establishment 
reports. 

10. ANIMAL DISEASE CONTROLS 

The second of the five risk areas that the FSIS auditor reviewed was Animal Disease 
Controls. These controls include ensuring adequate animal identification. control over 
condemned and restricted product, and procedures for sanitary handling of returned and 
reconditioned product. The auditor determined that Spain's inspection system had 
adequate controls in place. No deficiencies were noted. 

There had been no outbreaks of animal diseases with public health significance since the 
last FSIS audit. 

11. SLALGHTEWPROCESSING CONTROLS 

The third of the five risk areas that the FSIS auditor reviewed was SlaughterIProcessing 
Controls. The controls include the following areas: ante-mortem inspection procedures, 
ante-mortem disposition, humane handling and humane slaughter. post-mortem 
inspection procedures, post-mortem disposition. ingredients identification, control of 
restricted ingredients, formulations. processing schedules, equipment and records, and 
processing controls of cured, dried, and cooked products. 

The controls also include the implementation of HACCP systems in all establishments 
and implementation of a testing program for generic E. coli in slaughter establishments. 

1 1.1 Humane Handling and Humane Slaughter 

There are presently no slaughter establishments in Spain that are certified for export to 
the U.S. 

1 1.2 HACCP Implementation 

All establishments approved to export meat products to the United States are required to 
have developed and adequately implemented a HACCP program. Each of these programs 



was evaluated according to the criteria employed in the United States' domestic 
inspection pro, oram. 

The HACCP programs mere reviewed during the on-site audits of the six establishments. 
Following deficiencies were noted. 

The HACCP plan of one of the establishments did not meet FSIS requirements. Its 
hazard analysis was incomplete; there was no CCP verification frequency and 
corrective action did not comply mith FSIS requirements. This establishment 
produces dry cured ham. It had changed ownership a couple of weeks prior to the 
FSIS visit and had no approved labels or U.S.-eligible product on hand. 
Three establishments did not comply with 9 CFR 430 regulations and were not aware 
of the FSIS requirements relating to testing for Listeria monocytogenes as explained 
in FSIS Directive 11240.4. 

1 1.3 Testing for Generic E. coli 

Spain does not have any certified slaughter establishments approved for export to the 
U.S.; therefore generic E. coli testing is not required. 

11.4 Testing for Listeria monocytogenes 

All six of the establishments audited were producing ready-to-eat products for export to 
the United States. Hazard analysis of three establishments had not been conducted 
properly. HACCP plans of these three establishments did not comply m-ith Listeria 
monocytogenes testing for ready-to-eat products. 

1 1.5 EC Directive 641433 

In one of the six establishments, all provisions of EC Directive 641433 were not full? 
implemented relating equipment maintenance. 

12. RESIDUE CONTROLS 

The fourth of the five risk areas that the FSIS auditor reviewed was Residue Controls. 
These controls include sample handling and frequency. timely analysis, data reporting. 
tissue matrices for analysis, equipment operation and printouts, minimum detection 
levels, recovery frequency. percent recoveries, and corrective actions. 

The Red de Laboratorios de Salud Publica (Public Health Laboratory Network) was 
review-ed at the request of the government of Spain. This laboratory does not currently 
conduct analytical testing of pork products destined for the United States. 

Additionally, the Centro Nacional de Alimentacion laboratory in Majadahonda (AESA 
laboratory) was audited for Listeria monocytogenes and species-verification testing. No 
findings \\;ere observed during this audit. 



12.1EC Directive 96/22 

In the Red de Laboratorios de Salud Publica. the provisions of EC Directive 96/22 u-ere 
effectively implemented. 

12.2 EC Directive 96/23 

In the Red de Laboratorios de Salud Publica, the provisions of EC Directive 96/23 were 
effectively implemented. 

12.3 FSIS Requirements 

At the time of this audit, no Spanish slaughter establishments were certified to export to 
the United States. All raw product was obtained from approved slaughter establishments 
in Denmark, the Netherlands and Hungary. 

13. ENFORCEMENT CONTROLS 

The fifth of the five risk areas that the FSIS auditor reviewed was Enforcement Controls. 
These controls include the enforcement of inspection requirements and the testing 
program for Salmonella. 

13.1 Daily Inspection in Establishments 

Daily inspection coverage was not being provided in three establishments and on the 
night shift of one establishment. 

13.2 Testing for Salmonella Species 

Spain does not have any certified slaughter establishments approved for export to the 
U.S.; therefore Salmonella testing is not required. 

13.3 Species Verification 

At the time of this audit. Spain was required to test product for species verification. 
Species verification testing was being conducted in those establishments in which it was 
required. 

13.4 Monthly Reviews 

During this audit, it was found that in all establishments visited, monthly supervisory 
reviews of certified establishments were being performed and documented as required. 

13.5 Inspection System Controls 

The CCA does not have controls in place for during daily operations of the processing 
establishments. Inspectors visit establishments at less than daily frequency. 
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Controls lvere in place for the importation of only eligible livestock from other countries. 
i.e.. only from eligible third countries and certified establishments within those countries. 
and the importation of on14 eligible meat products from other counties for further 
processing. Inspectors are present during the arrival of shipments U.S.-eligible fresh 
meat at the establishment. 

Lastly, adequate controls were found to be in place for security items. shipment security, 
and products entering the establishments from outside sources. 

14. CLOShTG MEETING 

A closing meeting was held on April 7.2004 in Madrid with the CCA. At this meeting. 
the primary findings and conclusions from the audit were presented by the auditor. 

The CCA understood and accepted the findings. 

/ n/' Dr. M Ghias Mughal 
Deputy Director, Review Staff 



15. ATT.4CHhIENTS TO THE AUDIT REPORT 

Individual Foreign Establishment Audit Forms 
I n d i ~idual Foreign Laboratoq Audit Forms 
Foreign Countrq- Response to Draft Final Audit Report 
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26 Fin Prod StandatdslBoneless (DefectslAQLlPak SkinsIMoisture) 0 53 Animal Identification 

Part D -Sampling 
Generic E. coli Testing 54 Ante Mortem Inspection 

27 Written Procedures 55 Post Mortem n s p c t i o n  

28 Sample CollectionlAnalysis 0 -- --

- Part G - Other Regulatory Oversight Requirements 
29 Records 0 

Salmonella Performance Standards - Basic Requirements j6 Europan Community Directives 

30 Corwctive Actions 57 Mcnthly Review 

7 131 Reassessment 0 58 x 

5932 Wrt ten Assurance 0 

FSIS- 5OCO-6 (04iO412002) 



FSIS 5CC0-6 \0410A/2OC2) Pace 2 c i  2 

60 0bse:varron cf the Estabiishrnent 

SPAIX - Est. 13 April 1. 2004 

This establishment u a s  bought bq the present omners mithln past feu meeks It plans to process drq cured hams It has 
applied for neLb labels to FSIS At the time of thls visit. there were no approved labels and the establishment has not 
produced any L S -eligible product thus far and plans to start processing around June 1.2004 

15. The HACCP plan did not address all the hazards and flor\ diagram was incomplete. Did not comply v,ith FSIS 
Regulation 417.2(a) and requirements of 9 CFR 430.4(a) for L~steriarnonoqtogenes. 

19. The HACCP plan did not describe the frequency of CCP verification. Did not complq with FSIS Regulation 417.4(2) 

20. Corrective actions written in the plan did not meet FSIS HACCP requirements. Did not comply with FSIS 
Regulation 4 17.3(a)(3) 

5 8 .  The establishment was issued a Notice of Intent to Delist (NOID) by Spanish inspection officials to correct all 
deficiencies within 30 days of the date of the audit. 

61 NAME OF AUDITOR 62 AUDITOR SIGNATURE AND DATE , I 
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Foreign Establishment Audit Checklist 
Ls-GL Sr;JEy- :<,A,bk(E I N D  ? X A ; 3 p .  2 L 7 T  2k;E S ES-;~LIS+I'~ISYT YC. 4 N X A E  OF C2'Jk;ZY 

cmpo*;o. , Spain 
45500 Torrios ( Toledo) I 6 .  TYPE 3 F  A U 3 T  

Dr M Ghias Mughe1 
-

Place an X I n  the A u d ~ tResults b lock  t o  i n d ~ c a t en o n c o m ~ l ~ a n c ew i t h  requirements. Use 0 i f  no t  a p p l i c a ~ l e .  

Part A -Sanitation Standard Operating Rocedures (SSOP) AWII Part D - Continued 14113 ' 
+SBasic Requirements 1 Resui!: Economic Sampling R e s ~  

7 Wn!ten SSOP 1 33 Scledu ed Sample L 

8. Records documentng implementation. I 34 Speces Test~ng 

I9 Signed and daed SSOP, by m-slte or oveial authority 35 i i es~due 0 

Sanitation Standard Operating Procedures (SSOP) I Part E -Other Requirements 
Ongoing Requirements I 


10 lmplementat~onof SSOP s lncludng monitonng of implementation 1 36 Export 

11. Maintenance and evaluation of the effectiveness of SSOP's. i 

12. Coriect~ve action when the SSOPs have faied to prevent airect 

38. Establishment Grounds and Pest Control 
product co!taminatim or aduheration. ~ 

I 

73. Daily records document item 10, 1: anti 12 above. 1 39 Establishment ConstrucaonIMaintenance 
 I 

Part B - Hazard Analysisand Critical Control 40. Light .
1 
Point (HACCP) Systems - Basic Requirements 

41.  Ventilation 
14 Developed a?3 mplemented a wnttm hACCP plan 

75. Cortents of the HACCP list the f a d  sak t y  hazards, 42. Plumbing and Sewage 
ffl'ticd conbol pants, critical limits, pocedwes, corrective ad~ons.  
 1 

16 Records documenting impernentat~on and monitoring of the I 43 Water supply I 

HACCP olan. 

44 Dressing RmmsiLavator~es 1 

17. The HACCP plan is s ~ n e o  an0 dded by the responsible 

establishment lndivdual. 45.  Equipment and Utensils 
 I 
Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements ~ 46. Sanitary Ooerations I 


18. Monibring of M C C P  plan. 
I 47 Employee r iyg~ene 

I19. Verificabon and vaidation of HACCP plan. ~ 
48. Condemned Product Control I 


20. 

21 

Correct~veactlon writtal in HACCP plan I 

Rexsessed adequacy of the h K C P  plan Part F - Inspectbn Requirements '1 ~ 
22  Records docurnmting ~e wntten IACCP plan rnonitor~m of the 49. Government Staffing 

cntlcal conbol p l n t s  daes and tmes d sps i i i c  everd ocwrremes 

Part C - Economic I#olesorneness I 50. Daily Inspecticr Coverage 1 x 

23 Laoel~ng- Roouct Stanaards 

5 1  Enforcement x

24. Labding - N d  'Weights 1 I 


1 I 


25.  General Labeling 
I 52 Humane riandlmg 0 

26. Fin. Prod StandardsiBoneIe;~ (DefectsiAQUPu'ic Sk~nsiMo~sture) I 0 53 Animal Ioentificatlon 1 

Part D -Sampling 

Generic E. coli Testing 54 Ante M o n m  i n s ~ c t l o n  I 

27 Written Proced~res 0 55 Dost M o n m  lns~ect ion  0 

28 Sample CoIbct~oi /Analysis 1 0  

I
Part G - Other Regulatory Oversight Requirements 

29 9ecoras 0 
 1 

Salmonella R r f o m n c e  Standards - Basic Requirements I 

6 Eurozan Commdn~ty Drect~ves 

30 Corsect~ve kcaons 0 

:I. Resssessmen: 0 

32 Wrrten i s s ~ i a i c e  13 




11 One plasT~c be:; u? the saltmg x e a  used for rrmsportat~on of kzns  Mas Sejed  on Ae eiges. D!d not complj ~ i t h  
FSISRegulation 3 16 14 


49,30and 5 1. This esrablishment works five days per week and has two shfis. It produces d - i  cured hams. 
Inspection coverage is provided two to three days per week durjlg the morning shift. There is no inspection 
coverage on the night shift. 

E ' .  FUME OF AUD:TO3 52.AUD!TO? SI,W.STUilEAND 3ATE 

51:>*< E3is lvlu&.G 
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Foreign Establishment Audit Checklist 

Rsdondo I~ les iasS X.. 
Ctiel 

Place an X in the  Audit  Resul ts  b l o c k  to  indicate n o n c o r n ~ l i a n c ewith requirements.  U s e  0 if n o t  appl icable. 
Part A -Sanitation Standard Operating Procedures (SSOP) Aus t 

Basc Requirements Resu +S 

7 Written SSOP 

8 Reco-ds dccurnentng mplerrentat on 

9 Signed and oaed SSOP by n - s i t e  or overall authority 

Sanitation Standard Operating Procedures (SSOP) 

-- Ongoing Requirements 
10 Implementation of SSOP s inclucing moniror~ng of m p i e ~ e n t a t i o n  

I1 Maintenanceand evaluation of the effectiveness of SSOP's 

12. Corrective action when the SSOPs have faiea to prevent direct 
product con lamnat ia~  or aoukeration 

13 Daly recoros oocument tem 10 11 ana 12 above 

Part B - Hazard Analys~sand Cntical Control 
Point (HACCP) Systems - Basic Requlrments 

14 Developed ard mplemented a wr~tten HACC? plan 

15 Contents of the HACCP list the f m d  safety hazards, 
c W c d  control Dants critic31 limits, aocedures corrective actions 

I 
16 Records documenting impkmentation and monlroring of the 

HACCP olan 

-. 

-

-

x 

-

Part D - Continued A X  t 
Economc Sampling 9 ~ d ' S  

33 Scheduled Sample 

34 Speces Testing 
pp 


35 Residue 0 

Part E -Other Requirements 

36 Export 

37, Import 

38 Establishment Grounds and ? s t  Control 

39 Establishment Const~ct ionlMaintenance 

40 Light 

42 Plumbing and Sewage 

43. Water Supply 

45 Equipment and Utensils 

46 Sanitary Operations 
---. -. 

47 Employee Hyg~ene 

48 Condemned Product Control 

Part F - Inspection Requirements 

49 Government Staffing 

50 Daily Inspec t in  Coverage 

51 Enforcemeit XI 

52. Humane 'iandling 0 

53 Animal ldent~fication 

54 Ante Mortem Inspection 0 

55 Post Mortem lnspc t ion  

Part G - Other Regulatory Oversight Requirements 
-

,6 Europan Community Direc:ves 
- .- -- --- - -

57 M n t h l y  Rev~ew 

17 The HACCP plan is sgned ana dated by the responsible 
establishment indivdual 

-- -. 

Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 

'8  Monitoring of riACCP plan 

15. Verificahon and vaiidation of HACCP plan 

20 Correct~veaction written in HACCP plan 
-- -.---- -- --- -

21 Reassessed adequacy of the HACCP plan 

22 Records documenting 'he written HACCP plan monitorim of the 
critical c o n t o  p i n t s  dates and trnes d spc l f i c  evert, occurrences 

Part C -Economic IWiolesomeness 
--- .- --. --

23 Labeling - Roduct Stanaards 

24. Labding - Net Weights 

25. General LaSeing 

26 Fin Prod StandamslBoneless (DefectslAQL~Pcrk Skins,Woisture) 

Part D -Sampling 
Generic E. coliTesting 

27 Written Procedures 

28 Sample CoIbction/Analys~s 

29 Records 

Salmonella Performance Standads - Basic Requirements 

30 Coriective Actions 

0 


0 


0 


0 


0 




SP.qK - Est. 20 \larch 1;. 3004 

13. The HACCP plzn did not compl? v,ith the requirements of 9 CFR 330.1 (a') relating ro resting for L:stt'i.ia 
monoq.:ogenes as explained in FSIS Directive 11210.1 

39. 50 and 5 1 Dad? inspection co\erage 1s not p r o ~ i d e d  m this processing e s t a b h s h e n t  The Inspector ~ l s ~ t s  this 
establ~shrnentone to three da>s per ~ e e khspectlon requirements are not enforced on the da> s the Inspector 1s 
not present in the establishment 



Foreign Establishment Audit Checklist 
-- .-. - - - A -. ~ ~ , - s - , S : ' h 3 ~~ i . i f d E S K ;  L X A T 2 N  2 X 3 1 T  Z A X  3. ES-$3-1S,zI\.IE\T h3, TAME 3 F  C 3 S h - ? Y  

E=lbutidos P~ lac i csS.-% ;-:&?1.20~1 - a. , Spzio 
Alberda de I r e p a  CF A U C I T ~ ~ ( S )  6 .  TYPE OF ALE;I s ~ A M E  
Ctra. Logrono s.n. - 2610 ,-

i!Dr.M. Ghias Mugha1 1 S O N - S : T E S ~ J D I T  1 D o C C I M w T  AUDIT 

Place an X in the Audi t  Resul ts  b lock  t o  indicate noncompliance with requirements.  Use 0 if n o t  applicable. 
Part A -Sanitation Standard Operating Procedures (SSOP) Part D - Continued mt 

Basic Requirements Economic Sampling Results 

7 Vvntten SSOP I 33 S c h e d ~ l e d  Sample 

8. Records docurnentng impiementation. 1 34. Specks Testing 1 
9 Signed anc azdec! SSO?, by ffl-site or overall authority 35 Residue ~ 
Sanitation Standard Operating Procedures (SSOP) I Part E -Other Requirements 

Ongoing Requirements 
10, lm~lementat ionof SSOP's, includkrg monitor~ng of ~mplementation. 1 36. Export 1 
11. Maintenance and evaluation of the effecbveness of S O P ' S .  1 37, Import I 
12. Corrective action when the SSOPs have faied t o  prevent direct 

38 Establishment Grounds a i d  ? s t  Control 
pndnct cortarninatim or adukeration. 1+


13. D i l y  records d ~ c u m e n t  item 10, 11 and 42 above. 39 Establishment ConsructionlMaintenance 
I 

Part B - Hazard Analysis and Critical Control 40 Light 

Point (HACCP) Systems - Basic Requirements 
41. Ventilation ~ 

14 Developed and implemented a wntten h A C C "  plan 1 

15 Contents of the HACCP list the f m d  safety hazaros, 1 42. Plumbing and Sewage 
mt icd  conml  pants, cntical I m t s  pocedures, mrrectve actions 

16 Records oocment ing  ~mpementation and monitoring of the 43. Water Supply 

nACCP plan 1 I44. Dressing Rmrns/Lavatories 
17 The HACCP plan is sgned and dded by the respons~ble 

esabl~shment ind~vdual I 45 Equipment and Utensils I 
Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 Sanitary OperationsL-


18 Monibnng of HACC" plan I 47. Employee Hygiene I 
19. Verificabon and vabdation of HACCP plan. 1 148.  Condemned Procuct Control 

I20. Coirective action written in HACCP plan. 

1 Part F - Inspection Requirements 11121. Reassessed adequacy of the H K C P  plan. 
I 

22  R e c o m  aocurnenting the written HACCP plan monitoriw of the I 19 Government Staffing 
cntical conVoi p i n t s  caes  and trnes d specific event occurrexes I X 

L 
Part C - Economic /Wholesomeness 1 50 i)a~'y l n s p e c t ~ m  Coverage X 

23 Labeling - Roduct Standards I 
51. Enbrcement I X 

24, iabding - Nei  Weights 

1 52 humane Y andling 0
25. General Labeiina 

26. =in Prod StancardsIBoneiss (Defects iAQUPak Skins,Moisture) 0 53. Animal Identification ! 
I 

Part D -Sampling 
Generic E. col iTest ing j4, Ante Mor tm inspct ion 0 

27 Wntten Procedures 0 is. Post Mortem lnspct ion 0 

28 Sample Colbc:ion/Analysis 0 
I 

Part G - Other Regulatory Oversight Requirements 
25 Records 0 -

Salmonella P e r f o m n c e  Standards - Basic Requirements 6. Summan Cornmuni:~ Diectives I 
30 Corrective kctions 0 17 Mcnt'-ily Review 



39, 50. 51.Da-dy hspec5on coverzge is not provided in -&is p c e s s i n g  es:ablis;nnem. Inspection requkemeats are not 
enforce2 on :he days inspector is not present in the establishment. 
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Foreign Establishment Audit Checklist 
" ---.,

I. 
- _ - * -+L ,SkME\T h h i d E L N 2  L X A 7 2 h ;  2 , z J , T  ;,ATE 2 ,  =k -'L'Sihl:h- \C L .  b<,L,;.'E 3; C31JhTPY:>I 

" .C m p o ~ o  4!ar:h 3.8.i , 11 Spai 
POI.hd.Gamonal- \ ' i h m  5 hAME ZF AL:3-OR(Si  . -V3C- v t, , -- A C 3 T  

Burgos - -
1 Dr.M.Ghias Muha1 I \1O N - S I T E L ~ D I ~  D O C U ~ ~ W TI A L ~ ~ T  

u 

Place an X in t h e  Audit  Resul ts  b lock  t o  indicate noncompl iance with requ i rements .  Use 0 if n o t  applicable. 
Part A -Sanitation Standard Operating Procedures (SSOP) A*]: Part D - Continued 

Basic Requirements I ResJti 
Economic Sampling 

7 Wrrtten SSOP I 33. Scheduled Sample 
 I 
8 i iecords documentng implementat~on ! -

9 Sigqed anc dated SSOP, by m-site or overall authonty 35. Residue 

Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements 
Ongoing Requirements 

10. Implementation of SSOP's, includflg monitoring of implementation. 36. Export I 

11. Maintenance anc evaluation of the effecbveness of SSOP's. I 57 Import I 


12. Corrective actionwhen the SSOPs have fa ied  to prevent direct 
38 Establ~snment Grounds and Pejt Control 
 I

product cortaminaticn or adulteration. I 
13. D&!y r ~ o r d s  document item 10, 11 and 12above. 39 Establishment Const-~ct~oniidaintenance 

Part B - Hazard Analysis and Critical Control 40 L~ght 

Point (HACCPI Svsterns - Basic Reauirements 

41. Ventilation I14. Developed and implemented a written H A C C F  pian . I 


15. Contents of the HACCP list the f m d  safety hazards, 42 Plumb~ng and Sewage 
Icriticd control pants, critical limits, p c e d w e s ,  mrrective aciions. 

16. Records documenting ~rnpkmentation and rnonitonng of the 43 Water S u ~ p l y  

HACCP plan. 
4 Dressing Rmms/Lavatories !i 


17. The HACCP plan is sgned and dated by the  responsible 
establishment indivaual. I 45. Equipment and Utensils 

Hazard Analysis and Critical Control Point 
 I 
(HACCP) Systems -Ongoing Requirements 46. Sanltary Ooerations 

-
18. Monibring of HACCP plan. I 47. Employee Hyg~ene 
 1 

I 

79. verification and vaidation of HACCP plan. 

48 Condemned Product Control 

20 .  Corrective action written in HACCP plan. I I I 

21.  i i e s s e s s e d  adequacy of the HACCP plan. Part F - Inspection Requirements 

I 

22 .  Records documenting: the writter. HACCP plan, m n i t o r i q  of the 49 Government Staffing 

critical control mints, dates and m e s  cf s e e i f i c  evert ocwrrences. 

Part C -Economic IMolesorneness 50 Daily inspectim Coverage 
I 


23 Labeling - Product Standards I 

51 Enforcement 

I 


52 H umane Handi~ng 
25 General Labei~ng 

I 


26 Fin F w d  StandarnsIBoneless (DefebsiAQUPak S~insiMoistdre) 1 53 Animal identif~cation 
-

Part D -Sampling 
54 Ante Morterr Inspc t ion  0
Generic E. coliTesting 1 

27 Written 3rocedures 1 0  55 Pos; M o n m  l nspct ion I O 
28 Sample Colbction:hnalysis 0 I 


Part G - Other Regulatory Oversight Requirements 

I 


Salmonella Perfomrance Standards - Basic Requirements 6 .  E u r o ~ a nCornmlinity Db-eCriVes i 

57. M n t n y  Review I 




n e r e  were no negsrive findings 



- - 
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- - - - - - -- - - 
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Foreign Establishment Audit Checklist 

Jamones Burgales \ I a r ~ h3" -1 -- Spam 
-- . -. - - - --- -- -- -Calle de La Bureba s n 5 L A N E  3' AU3I-CKiS 6 T Y E  3 F  AU3IT  

Burgos - -
Dr M Ghlas \lugha1 TZ C Y - s  -EAJDIT -DCCUNEW- AJ2 T 

n o n c o r ~ p l ~ a n c ePlace an X I n  the A u d ~ tResul ts  b lock  t o  ~ n d ~ c a t e  w ~ t hrequ~remen ts  Use 0 ~f n o t  appl~cab le  
Part A - Sanrtahon Standard Operating Rocedures (SSOP) Adit 

Basic Requrrements i i e s ~ts 

7 Wr i t te i  SSOP 

8 Recoros d o c u n e n t n ~  m~lementat ior !  

9 Signed and dated SSOP by m - s  te or overall authority 

~ a ~ r t a t i o nStandard Operabng Procedures (SSOP) Part E -Other Requirements 
Ongoing Requirements - - . ----- -- -----

10 implementation of SSOP s incluamg nonltoring of mplementat~on 36 Export 

11 Maintenanceand evaluation of the effectveness of SSOP's 37 Import 

12 Corrective action when the SSCPs have faled to prevent direct 
38 Estabiishment Grounds and Pest Control 

p i ~ d u c t  corrtaminaticn or adukeration 
- - -. -- -----

13 Daly  rczoros oocument rem 10 11 an5 ;2a30ve 39 Establishmeit Cons:ructioniMaintenance 
pp -- - -- I-- --

Part B - Hazard Analysisand Clitical Control 40 Light 

Point (HACCP) Systems - Basic Requrrements 
-- 41 Venrilation 

14 Developed and mpiemented a written HACCP plan X 
the f m d  safety hazards 42. Plumbing and Sewage 15 Contents of the HACCP i ~ s t  

crit icd control pants crltcal limits pocedures mrrecbve actions 

16 Records documenting impBmentation and monitoring of the 43. Water Supply 

HACCP plan 
44 Dressing RmmslLavator~es 

- . . --' 7  -he HACCP plan is sgned and dated by the resporsble ---
establ~s'iment indivdual 45 Eauipment and Utensils 

Hazard ~ n a l ~ s s  and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 S a n l t a ~Operations 

18 Monitoring of -IACCP plan 
47 Employee Hygiene 

19 Venficabon and valdation of HACCP plan 1 
--

48 Condemned Product Cont-cl 

20 Corrective a c m n  written in HACCP plan 

21 Reassessed adequacy of the HACCP plan Part F - Inspection Requirements 

22 i iecords docummt~ng a e  wriiten HACCP plan m o n ~ t o n wof the 
critical control p l n t s  dates and trnes d s p t m f c  event occurreTes 

-

Part C - ~ c o n o m i cI v\n7olesomeness 50 Daily lnspect im Coverage 
-. -- - -- I 

23 Labeling -=duct Stanoards 
51. Enforcement 

24 Labding - Net Weights 
52 humane Handing 

25 General Laoelina - .-- -- --
0 

26 Fin Prod Standards1Boneiess (DefedslAQ? %k Skinshloisture) 53 Animal Identification 
-- - - .---

Part D -Sampling 
Generic E. co l i  Testing 54 Ante M o r t m  Inspc t ion  0 

27 Written Procedures 0 55 Post M o r t m  lns[zction 0 
. --- ...---. -- ---

28 Sample ColkctionIAnalysis 0 

..- .- -.- ---- Part G - Other Regulatory Oversight Requirements 

29. Records 0 ------ - . ---

Salmonella Performance Standards - Basic Requirements 
6 Europan Communny 3irect'ves 

30 Corrective k ! i o n s  0 57 M n t h l y  ?evlew 

31 Kedssessme-: 

22 Wi r ten  Assgvance 



SP;?IINEsr. 23 \larch 30. 2003 

11 The HACCP plan dld nor complj u ~ t hrhe rsqulremenrs of 9 CFR 1 3 0  1 (a) relarmg 10 testing for L z s t e m  

n1oi7ogtogenes as explamed in FSIS D ~ e c u ~ e111101 


51,t\iAldE OF AUDITOR 



GL\ERAL PI_BLIC HE i L T H  ADZIIl-ISTRATIO\ 

\Ianuel Ofio~be de Tone 

G E I E R I L  DIRECTOR 

Dl Sally Stratrnoerl 
Actmg DII ec to~ 
Iilter~iational E q u l ~  alrnce Staff 
Office of Intelnational -4ffans 
U S Depaltment of 4glcultu1e 
Food Safet) and Iilspection Sell ics 
1300 Ii~depel~denceAT enue 
\?'aslungton. D C 303050 

Aftei the t h e e  meetmgs held this past April 26th and 30th. to conclude and clarif) the findings of 
the last audlt carr~ed out b) Dr \fu,nhal. and one held thls past Tune 15th. regalding the Cont~ol Plan of L 
~ n o i i o c ~togc7zcs I \r ould like to infolm ou of the follon mg 

Flrst.note that e s t ab l~sh i~~e i~ tNumber 13 has changed ~ t s  iiams. before. it nas  called 
CA411POFRI0 4LIVEYTACIO'\! S 4 .  its nen llame n o ~ s  1s SEC4DEROS DE ALAIAGUER. S.A. 

This establislmxnt ~111chvas  ~ ~ s l t e d  as p a t  of the last audlt. and mliich. due to the pre\iousl!, 
rnentloned name change. mas nlthout any actn ~ t ) .and as a iesult dld not ha\ e an!, tgpe of ploduction. 
accolding to the lesults of the audit ~t shoned deficiencies lelatn e to the Noimahzed Plan for H!yene 
Coilhol (PSCH. acrongm 111 Spanlsh) and the Plan for the L4nalysis of Dangels and Ciitlcal Connol Pomts 
(APPCC. aci on) m ln Spanish) 

In tlm iegald. ne I I ~ Te leccll ed a document fiom the Genela1 Public Health A\dmm~st la t lo~~ of the 
conu~~unitiesof Castllla-La Llancha indicating that the pel tment conectn e meawes  ha1 e been taken and 
that these ha\ e been T erlfied b) officlal T eter mar> sell ices ~esponslble fol the contlol and ofilc~al 
supel\ lsion of the estabhshment 

In contiasr and ielatn 2 to the Plan o! Correcti\e Actions liidicated in the -4plll 30th meeting. I 
notif> you that ~e ha\ e been anaitlng the d e ~  elopnlents of the last nleetmg thls past June 15th. n ith the 
objectir e of ~ssumg said plan 

PASEODEL PRkDO. 18-20 
330-1 IIXDPJD 
TEL 91 596 20 63 
FAX 91 596 140s 



GEAERAL PLBLIC IIE 2L7H .2D\II\ISTKITIC)S 

2larluel Ol io~be  de T o n e  

GE\ERAL DIRECTOR 

h f o r e o ~ e r ;  I-egarding the daily presence of an official ~eter inarlan in the establishments indicates 
that the Conlpetent Authorities of La Rioja and I7a1encia: for establishments ?;umbers 16 and 20, 
respecti\.ely. have p ~ - o ~ ~ ~ s ~ o n a l l y  accepted said requirement, and that currently in these establishments the 
presence of an official \.eterinar-ian is on a daily basis. dul-ing all the ~ o r k  shifts of  the companies. and said 
presence and the a c t i ~ i t ~ e s  undertaken ar-e I-ecorded in nriting. 

The Competent . Iutho~lt> of Castllla-La Ilancha. n ~ t h  respect to e s t a b l l s h ~ u e ~ ~ t  humbe1 12.  uh lch  
needed to c o ~  er the aftelnoon sluft, and establlslunent Kumber 14. v.h~ch 1s st111 m x t n e .  1s el a luat~ng tlus 
p o s s l b l l ~ t ~and m 111 shol tly m f o m  us of t lml  declsron In this iegard 

In t lm sense. n e  ~ n f o ~ m1ou that. not on11 111 our op ln~on  arid x l e n .  but also ~n that exp~essed  b) 
the Competent A4utl~olmes of the -4utonomous Commonn ealths ( C C  A 4 . Spanlsh acron) m). this 
1equnement fol the establlslments n111c11 make c u e d  Ian  meat pi oducts. such as hams and c h o ~  ~ z o  
sausages. should lemaln c ~ l c u m s c ~  lbed to the time p e l ~ o d  In nhc11 products destmed for the I S marhet 
ale handled 

h l o ~ e o ~ e r .me nould  lAe to pomt out that du111lg the curlng phase of the ploducts \~111c11 ln the 
case of hams. ma! surpass 400 days n~ t h o ~ ~ tmterluptlon and 1s callled out ln closed cha~nbers  set a s ~ d e  for 
that purpose n ~ t h o u t  an] ploduct handllng duilng that per~od.  vce conslder that officral control 1s 
permanent and that dad> pescnce  of a \ etelrnarlan 1s not necessal). smce the o n l ~  I a1 latlons and connols 
n h ~ c l iare applled to these ploducts dulrng t lm phase lelate to tenlpelature, time and hum~dlty.  fuitlmlnole 
n e  should consider that these \a l l a t~ons  do not mipact l n g l e n ~ c  quahty 1101 ploduct safet!. but lathel 
conune~clal  qualit! T l ~ s s e  c u ~ i n g  pararnetels ale s h l c t l ~  cont~olled and recolded b\ meanr of computer 
s ls tems and ma> be momtoled and lerlfied at all t m e s  during the cmmg process E ~ ~ d e n t l ~ .n h e n  the 
product has colnpleted thls phase and 1s taken out of the clianlbel. etellnalq mtel\entlon contmues 171 sltzi  

until ~t 1s slxpped 

Last. ~ e g a ~ d l n gthe requirement of con~pliance nith 9CFR 330 o \er  control of L. 
~~~~~~~~togctzcs III read>-to-eat (RTE)meat and f o u l  ploducts. I mform gou that the SIX a u t l l o ~ ~ z e d  
establishmerlts and the competent authorltles of the four A u t o n o m o ~ ~ s  Conunonnealths 1111 o h  ed  as I\ ell as 
thrs Depa~tment .  n l rh  the support of the Spamsh Agenc) for Food Safety and the Kat~ona l  Foodmlffs 
Center ale n o ~ k ~ n g  mtensi\eI> to tr> to appl) sald legulatlon n l th  the gleatest accuracq posslble in order 
to e n s u e  collect co~l lpha~lce  H o ~ e i  el. I nould llhe to lenund > o u  that LT e dld not lecel \e  the 
afo~emelltlonedregulation unrll rills past Apr11 15th \\hen the U S Embass) m hfadrld sent us Dr  Kalen 
S t ~ ~ k ' sdocument dared 3~111 29 2003 m f o r n u n ~  of s a d  ~egulat lon 
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It has been necessai\ to nailslate tlxs nem icgulat~on into Spanlsh. and once tlanslated. to l e m t  ~t 
to the Coll~petent Pluthor~t~es Co~lmonneal t l -~s.of the AAutonoi~~ous the compames lnr 011 ed and othel 
agencles m ordel to be able to conduct a detailed analysls and stud! foi its m t e p e t a t l o n  and be dble to 
make the coriespoildlng decisions fol ~ t s  applopllate application 

on t lm subject o u ~le\ els of bnovledge and .Aftel the last meeting n it11 FSIS techn~c~ans  
mtelyletatlon hare  i n ~ p l o \ e d .  l l o r ~ e ~  In splte of mahing zood piogless ~ e l a t l ~ e  er to the altematir es to be 
apphed for each product from each one of the establishme~lrs, n e  ale st111 mlsslng detalls and 
documentation n l u c h  the conlpalnes need to plor ~ d e  m o r d e ~  to accularel! er aluate the effect~r  elless of 
the heatments agents ol a i l t ~ - m ~ c r o b ~ a l  processes 1111 olr ed so that a e can conslde~ the altematn es chosen 
as a p p i o p ~ ~ a t e  hgdrostat~c plessuies and 111 compl l~nce  nltli  the ~eguldtlun ds in :he Lase of the use of  l ~ g h  
(HIIP) 

In t h s  last case, \T e expect to ha^ e all the documentat~on shortl) In oldel to be able to send ) ou an 
approprnte and complete plan of collectir e actlolls ln t lm legaid 

2loreo\ el ne conslde~ that m eel tam m a s u l  e. ne ha\ e gir e n  a i esponse to the plan of  coii ectlr e 
actions requested. n h l c h  n ~ l l  he completed once n e  leceire the ielexant replles and complemental! 
documentat~on from the Competent X u t h o ~ i t ~ e s  of the 4utonomous C o m n o n n  ealths 

I\-e ava i t  your obsel-r.at~ons. remar-ks and an!- sugsestions you consldel- 1 - e l e ~ m t  and timely 

[illegible s~gnarure] 
hfanuel Oliorhe de Tone 
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IvIl?T,STRY PUBLIC HEALTH 
OF ~LEALTH ADrnISTRATION 
AND CONSUMER AFFAIRS 

Manuel Oiiorbe de  Torre 

Ms. Sally Stratmoen 
Acting Director 
International Equivalence Staff 
Office of International Affairs 
US Department of Agriculture 
Food Safety and lnspecticln Service 
1400 Independence Avenue 
Washington, D.C. 20250 

Madrid, July 12,2004 

As a follow-up to my letter of June 17, after having received pertinent answers fiom 
proper health authorities of the Autonomous Communities, by means of this letter I am sen@g 
the plan for corrective actions that complete the actions and measures indicated in the previous 
letter. 

With regard to the daily presence of an official veterinarian in the plants, it was already 
reported to you that the proper authorities ofDoja and Valencia have accepted that measure 
provjsionally for plants number 16 and 20, respectively. Currently the official veterinarian is 
present daily in those plants during all company work - shifts-and his presence and activity carried 
out is recorded h'writine. 

The propL, autho:ity of Castilla-La Mancha have communicated to us %eir decisi~n 
regarding plants number 13 and 14 and indicated that for inspection of the two plants authorized 
for export to the U.S.A., a work protocol has been established such that handling of products is 
done exclusively during :pornin? shiQ Monday through Friaay. Official inspection activities are -
strengthened when prod~.cts intend for the U.S.A. are handled. The have given reason an& 
justification for that decision. (See attached answer.) 

In this sense, our criterion and posture was already communicated to you, reiterating the 
position of the Castilla-La Mancha answer. 

Finaliy, regarding the demand for compliance with 9 CFR 430 on the control of L. 
monocytogenes in ready-to-eat (RTE) meat and poultry products, in the attached documentation 
are mentioned the different alternatives that each plant has decided are more appropriate 
according to the type of process for each product. As a summary, you are being sent a table on 
"L. MONOCYTOGENES CONTROL h.IEASLRES FOR U.S.A.-BOUND MEAT 
PRODUCTS.". 
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In light of this, we consider that with our previous letter and de f~ t ive ly  with this letter 
and the documentation submitted, we have given you the final answer to the requested plan of 
corrective actions. 

We await any observations, comments and suggestions that you consider timely. 

I le re  being nothing else to discuss, I send my greetings. 

[Signature] 

Manuel Oiiorbe de Tone 
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